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1 )KI Responsive to communication(s) filed on 10 September 2009 . 
2a )^ This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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5) D Claim(s) is/are allowed. 

6) |EI Claim(s) 34 - 36, 38 - 45 is/are rejected. 
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Application Papers 
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DETAILED ACTION 

Applicants' arguments, filed September 10, 2009, have been fully considered but 
they are not deemed to be fully persuasive. The following rejections and/or objections 
constitute the complete set presently being applied to the instant application. 



Election/Restrictions 



1 . The requirement is still deemed proper and is therefore made FINAL. 



Claim Rejections - 35 USC § 103 



2. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

3. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 
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4. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

5. Claims 34 - 36, 38-42 and 44 were rejected under 35 U.S.C. 103(a) as being 
unpatentable over Kanios (US 2002/0004065). This rejection is MAINTAINED for the 
reasons of record set forth in the Office Action mailed April 6, 209 and those set forth 
below. 

Applicant traverses this rejection on the grounds that as acknowledged in the 
Office Action, "Kanios does not explicitly prepare a composition with rifaximin and PVA" 
(polyvinyl alcohol) and thus fails to disclose two technical features of the claimed 
invention. Kanios relates to transdermal drug delivery systems providing substantially 
zero order release profiles for an extended period of time of up to 7 days or longer. 
Kanios also does not pertain to the same field of endeavor as the current claims. Kanios 
discloses a practically unlimited list of possible active agents to be delivered. At ^ [0046] 
where Kanios discloses the crystallization inhibitor, another practically unlimited list of 
possible substances is given but in subsequent paragraphs and the examples, only 
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PVP (polyvinyl pyrrolidone) is actually further described for use as the crystallization 
inhibitor. A person having ordinary skill in the art at the time of the instant invention 
would not have considered Kanios as Kanios pertains to a different field of endeavor, 
but even if such a person were to have considered Kanios, that person would never 
have been aware of the specific and peculiar problem involved with the use of rifaximin. 
The current disclosure describes devices that make possible the use of rifaximin outside 
the intestine that in particular allow high-level, constant in time, of concentration of 
rifaximin in aqueous body fluids avoiding the intense red color that it produces in the 
area surrounding the administration site. The person of ordinary skill in the art would 
have never taken into consideration Kanios, teaching how to eliminate or suppress the 
higher initial release of drug for solving the problem of administering high levels, 
constant in time of concentration of rifaximin in aqueous body fluids that avoids the 
intense red color that it produces in neighboring areas. The highlights even more the 
criticality of the claimed combination. The conclusion of the Office Action requires 
impermissible hindsight. 

These arguments are unpersuasive. Merely because a reference does not 
explicitly teach the claimed combination of polyvinyl alcohol and rifaximin (which the 
Examiner assumes to be the two technical features that Applicants assert are not 
disclosed), the reference taken as a whole renders obvious the claimed combination. 
The teachings of a reference are not limited to the examples but are prior art for all that 
they disclose. 
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The drug delivery system of Kanios is taught as generally applicable to a wide 
variety of drugs and among the active agents listed is rifaximin. When one of ordinary 
skill wished to prepare a formulation of rifaximin, due to the disclosure of Kanios, such a 
person would be taught that the disclosed drug delivery system of Kanios is suitable for 
the delivery of rifaximin. Below is paragraph [0045] wherein the various crystallization 
inhibitors are disclosed by Kanios: 

[0046 1 A ci-j^ta31kaiiDu Mnbkm or soiuWItl? eahancer 
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While the list concludes with the "other absorptive agents that possess the capability to 
absorb and hold water" which does encompass more compounds than those explicitly 
listed, polyvinyl alcohol is one of the compounds that is explicitly taught to as 
functionally equivalent to the polyvinyl pyrrolidone. 

In response to applicant's argument that the references fail to show certain 
features of applicant's invention, it is noted that the features upon which applicant relies 
(i.e., high-level, constant in time, of concentration of rifaximin in aqueous body fluids 
avoiding the intense red color that it produces in the area surrounding the administration 
site) are not recited in the rejected claim(s). Although the claims are interpreted in light 
of the specification, limitations from the specification are not read into the claims. See 
In re Van Geuns, 988 F. 2d 1 181, 26 USPQ2d 1057 (Fed. Cir. 1993). The release profile 
from the devices of Kanios are zero-order, which means that the release rate is 
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independent of the amount of the drug remaining in the device, which is a "constant in 
time" release. Additionally, in response to applicant's argument that the device as 
recited avoids a red coloration from developing in the area surrounding the 
administration, the fact that applicant has recognized another advantage which would 
flow naturally from following the suggestion of the prior art cannot be the basis for 
patentability when the differences would otherwise be obvious. See Ex parte Obiaya, 
227 USPQ 58, 60 (Bd. Pat. App. & Inter. 1985). 

Applicants never indicate what the field of endeavor for either the instant claims 
or Kanios is. The instant claims are drawn to a device for controlled delivery of rifaximin. 
Kanios is drawn to a device, more specifically a transdermal device, for the controlled 
delivery of active agents such as rifaximin that has the same elements as recited in the 
instant claims. Therefore, both the instant claims and Kanios are drawn to controlled 
release drug delivery devices and are in the same field of endeavor. 

In response to applicant's argument that the examiner's conclusion of 
obviousness is based upon improper hindsight reasoning, it must be recognized that 
any judgment on obviousness is in a sense necessarily a reconstruction based upon 
hindsight reasoning. But so long as it takes into account only knowledge which was 
within the level of ordinary skill at the time the claimed invention was made, and does 
not include knowledge gleaned only from the applicant's disclosure, such a 
reconstruction is proper. See In re McLaughlin, 443 F.2d 1392, 170 USPQ 209 (CCPA 
1971). As discussed above, the selection of the active ingredient and polyvinyl alcohol 
as the crystallization inhibitor based on the disclosure of Kanios takes into account only 
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knowledge which was within the level of ordinary skill at the time the claimed invention 
was made so no improper hindsight reasoning was employed. 

6. Claims 34 - 36 and 38 - 44 were rejected under 35 U.S.C. 103(a) as being 
unpatentable over Kanios and further in view of Govil et al. (US 4,908,21 3). This 
rejection is MAINTAINED for the reasons of record set forth in the Office Action mailed 
April 6, 2009 and those set forth below. 

Applicant traverses this rejection on the grounds that there would not have been 
any reason why a person having ordinary skill in the art would combined Kanios, 
regarding a system designed to eliminate or suppress the higher initial release of drugs 
with Govil, regarding a patch comprising nicotine and at least one antipruritic compound 
in order to address or and solve the specific problem of rifaximin. Even if such a person 
had combined the two references that person would have been led, at most to believe 
that when nicotine is used as an active agent, the transdermal delivery system of 
Kanios must include at least one antipruritic compound, 

These arguments are unpersuasive. Govil was cited for its teachings regarding 
the physical structure of the adhesive, comprised of acrylic polymers, optionally 
containing active substance, that can be applied to the surface of polymeric materials 
such as PVA and PVP (see p 7, If 4 of April 6, 2009 Office Action). Applicants have not 
presented any arguments as to why one of ordinary skill would not, in light of Kanios 
and Govil that both relate to transdermal drug delivery system, would not be taught that 
the bio-adhesive polymer (the acrylic polymer) could not be either homogenously mixed 
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into the polymeric matrix (such as polyacrylates) as required in claim 42 and taught by 
both Kanios and Govil or applied to the surface of the polymeric matrix as taught by 
Govil. Therefore, this rejection is maintained. 

7. Claims 34 - 36, 38 - 42, 44 and 45 were rejected under 35 U.S.C. 1 03(a) as 
being unpatentable over Kanios further in view of Wharton (US 6,194,455). 

Applicant traverses this rejection on the grounds that Wharton clearly does not 
relate to the same field of endeavor as its sole claim is directed towards a method of 
preventing a nascent herpes outbreak from developing into a herpes ulcer by topical 
administration of sucralfate and lidocaine in a particular ratio with an antibiotic and 
pharmaceutically acceptable carrier to a site identified as nascent herpes outbreak. 
Kanios has already disclosed the possibility of one or more active agents and a 
practically unlimited list of substances ac active substances. Thus, the person having 
ordinary skill in the art would not have found disclosed in Wharton any additional 
information with respect to what had already been disclosed by Kanios. 

These arguments are unpersuasive. Once again, Applicant does not state the 
field of endeavor for the two pieces of art that have been applied. While the claim of 
Wharton is a method, that method utilizes a topical composition for the delivery of active 
ingredient. Kanios does not explicitly identify a combination of rifaximin, an antibiotic, 
with another antibiotic and/or an anti-inflammatory and/or pain reliever and/or anesthetic 
drug. While Kanios may disclose that more than one active ingredient can be present, 
Wharton was cited to show that the specific combination of an antibiotic with another 
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antibiotic and/or an anti-inflammatory and/or pain reliever and/or anesthetic drug was 
known in the art and set forth reasons as to why such a combination (prevent infection 
and relieve pain, 8 - 9 of April 6, 2009 Office Action) would be selected from the 
possible combinations that exist for the active ingredients presented in Kanios. 
Therefore, this rejection is maintained. 

Conclusion 

8. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Nissa M. Westerberg whose telephone number is 
(571)270-3532. The examiner can normally be reached on M - F, 8:00 a.m. - 4 p.m. ET. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Hartley can be reached on (571) 272-0616. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Jake M. Vu/ 

Primary Examiner, Art Unit 1618 
NMW 



